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P.O. Box 1450 
Alexandria, VA 22313-1450 

APPEAL BRIEF 

Sir: 

This is an appeal from the rejections of the claims in the Office Action mailed on March 
23, 2006, and maintained in the Advisory Action mailed July 27, 2006. A Notice of Appeal was 
filed June 23, 2006. A Petition for an Extension of Time for one month, up to and including 
September 23, 2006, accompanies this Appeal Brief. The Commissioner is hereby authorized to 
charge the fee for filing of thi s Appeal Brief and Petition for Extension of Time to Deposit 
Account No. 50-3129, 
{ 1 ) REAL PA RTY IN INTEREST 

The real party in interest of this application is the assignee, G&R Pharmaceuticals, LLC. 
and the licensee, BTG International Inc. 
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(2) RELATED APPEALS AND INTERFERENCES 

There are no related appeals or interferences known to appellant, the undersigned, or 
appellant's assignee which directly affects, which would be directly affected by, or which would 
have a bearing on the Board's decision in this appeal. 

(3) STATUS OF CLAIMS 

Claims 1-17 are pending and on appeal. The text of each claim on appeal, as pending, is 
set forth in an Appendix to this Appeal Brief. 

(4) STATUS OF A MEN DM ENTS 

The claims were last amended in the Amendment filed December 27, 2005. An 
amendment after final rejection filed on June 23, 2006 was not entered, as indicated in the 
Advisory Action mailed July 27, 2006. An appendix sets forth the claims on appeal. 

(5) SUMM ARY OF CLAIMED SUBJECT MATTER 
Claim I defines a topical formulation comprising: 

a) a therapeutically effective amount of an antifungal compound for treating a fungal 
disease or a pharmaceutical ly acceptable salt thereof; and 

b) a therapeutically effective amount of a low to low-medium potency steroidal anti- 
inflammatory causing minimal skin atrophy, striae and hypopigmentation, in a concentration 
between 0.0 i wi% and 5.0 wi%. and having a higher potency than I wt% hydrocortisone, 
(support is found at page 2, lines 7-10; page 3, lines 19-21; page 5. lines 13-15; page 4, lines 15- 
16) 
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Claim 2 defines the antifungal composition of claim 1 wherein the steroidal anti- 
inflammatory has the following structure: 

CH 2 OR 3 




wherein R, . R 2 , Rj. and R 4 taken independently can be 11 C 1 -CI 0 a Ik} I. C 1 ~C ! 0 alkenyL C3 - 
CIO cycloalkyL and phenyl groups; R f and R 2 taken together can be C3-C 1.0 cycloalkyi; and R 3 
and R taken independently can be H, C1-C10 alkyl, C1-C10 alkenyL C3-C1.0 cycloalkyi. 
Phenyl, C7-C10 phenylaJkyl, earboxyiate, sulfonyl, phosphor?!, and phosphonyi groups. Claim 
3 is a smaller group of steroidal antiinflammatories, wherein R h R 2 , R 3 , and R* groups are 
independently H, L'lU. ethyl, propyl, phenyl, and phenylmethyl groups, (page 4, lines 15-25). 

C!aim4 is drawn to s specific combination, wherein the steroidal ami-inflammatory is 
desonide and the antifungal compound is cloirimazole.(page 3, lines 17-19) Claims 5 and 6 are 
drawn to preferred concentrations of these agents, claim 5 where the composition contains 0.01 
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wi % to 5.0% wt % desonide and claim 6 where the composition contains 0.1 wt % to 5 wt % 
clotrimazole, (original claims) 

Claim 7 defines specific steroidal antiinflammatories wherein the steroidal anti- 
inflammatory is selected from the group consisting of Fluocinoione acetonide. Hydrocortisone 
valerate, Hydrocortisone butyrate, Alclometasonc dipropionale, Desonide, and hydrocortisone 
probutale. (page 5, lines 7-12} 

Claim 8 define the antifungal as selected from the group consisting of polyene type 
antifungal agents and azole type antifungal agents, (page 4, lines 1-5) Claim 9 defines the 
antifungal as selected from the group consisting of Amphoterics B, Nystatin, Plucytosin, 
Nalamycin, Ketoeonazole, Eeonoazok, Miconazole, Itraconazole, Fluconazole, Econazofe, 
Clotrimazole, Griseoftilvin, Qxiconazole, Terconazole, Tioconazole, Clotrimazole, Silver 
Sulfadiazine, CieJopirox olamine, and Terbinafme. (page 4, lines 5-13) 

Claim 10 defines the composition formulated as a cream, ointment, gel, lotion, foam, 
powder, aerosol, spray, shampoo, or liquid solution, (page 2, lines 22-24) Claim 1 1 defines this 
composition as having a pH of about 3.5 to about 7.0 further comprising: at least one solvent, at 
least one emollient, at least one humeetant, at least one preservative, and at least one emulsiiier; 
and optionally including an acid, base, or buffering agent to adjust the pH. (page 4, lines 1-3) 
Claim 12 defines tins composition wherein the solvent is selected from the group consisting of 
propylene glycol, butyfene glycol, hexylene glycol, polyethylene glycols, polypropylene glycols, 
and poiyurethane compounds; the emollient is selected from the group consisting of white 
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petrolatum, mineral oil, propylene glycol diea pry late, lower fatty acid esters and lower alky] 
ethers of propylene glycol, eetyi alcohol, cetosiearyi alcohol, stearyl alcohol stearic acid, eetyl 
esters wax, spermaceti wax, and while wax; die humectant is selected from the group consisting 
of -glycerin and sorbitol: and the emulsiilcr is selected from the group consisting of glyceryl 
monostearate, glyceryl monoleate, stearic acid, polyoxyethylene cetyl ether, polyoxyethylene 
eetosteary! ether, polyoxyethylene stearyl ether, and polyethylene glycol siearate; wherein the 
optional acid" is selected from the group consisting of hydrochloric acid and phosphoric acid, the 
optional base is chosen from diethanolamine, iricthunolamine, axid sodium hydroxide, the 
optional ballon ng agent is chosen from monobasic sodium phosphate and dibasic sodium 
phosphate, and the preservative is chosen from benzyl alcohol, sodium benzoate and parabens. 
(page 6) Claim 13. defines the composition of claim I. wherein die antifungal is In an amount 
effective to treat ttmga! disease selected from the group consisting of tinea pedis, tinea capitis, 
tinea corporis, tinea versicolor, scalp disorders, tinea cruris, and candidiasis, (page 8, lines 1 1 - 
13) 

Claim 14 is drawn to a method of treating a fungal disease comprising administering to a 
subject in need of treatment the composition of any of claim 1-13 or 17, with a thin application 
of the composition two times per day to the affected areas, (page 3, lines 16-19; original claim 
14) Claim 15 defines the method wherein the subject is a child of under 10 years old, (original 
claim 15). Claim 16 recites the method of clai m 14 wherein the fungal disease is selected from 
the group consisting of tinea pedis, tinea capitis, tinea corporis, tinea versicolor, scalp disorders. 
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tinea cruris, and candidiasis, (page 3, lines 8-16; original claim 16). Claim 17 defines the 
composition of claim 1 wherein the steroidal antiinflammatory is not halogenated (page 2, lines 
7- SO; page 3, lines 19-21), 

(6) GROV NDS OF R EJECTION TO BE REV! EWED ON APPEAL 

The issues presented on appeal arc: 

( 1 ) whether claim 1 complies with the written description requirement required by 35 
U.S.C. § 112. llrst paragraph. 

(2) whether claims 1-10 and 13-17 are novel as required by 35 U.S.C. § 102(a) over U.S. 
Patent No. 6,444,647 to Robinson. 

(3) whether claims 1 -5, 7-13, and 1 7are novel as required by 35 U.S.C. § 102(b) over 
U.S. Patent No. 6,075.056 to Quigley. 

(4) whether .claims 1-9, 3 3, 14, 16 and 17 are novel as required by 35 U.S.C. § 102(b) 
over U.S. Patent No. 5,686,089 to Mitra. 

(5) whether claims 1-10 and 17 are novel as required by 35 U.S.C. § 102(b) over U.S. 
Patent No. 5,219,877 to Shah. 

(6) whether claim 15 is non-obvious as required by 35 U.S.C, § 103 over U.S. Patent No. 
5,686,089 to Mitra. 
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(?) ARGUMENT 

The claimed compositions relate to a combination of (1) low lo mid-low potency 
steroidal ami-inflammatory and (2) an anti-fungal. 

Dr. Goldstein lias been a practicing dermatologist for many years. In the course of his 
treatment of patients, he has observed thai many mid and high potency steroids cause serious 
side effects, including thinning of the skin, hypopigmentation. and striae clistensae, which may 
be as significant of a problem as the presenting condition since fungal conditions take up to four 
weeks to respond to treatment. During this extended period of treatment, the patient have to put 
up with irritation, redness and itching. Therefore there is a need for a composition that is both 
effective but safe, with minimal side effects. 

Based on his extensive clinical experience, Dr. Goldstein has discovered that low and 
low-mid potency steroidal antiinflammatories can be combined with an antifungal to provide a 
safe and effecti ve treatment with minimal side effects, l ie presented photos of one ease study 
wherein the patient had presented with scaly red and inflamed, raised areas of skin infected with 
inflammatory tinea. This patient had previously been treated with a variety of medications, none 
of which were effective. Dr. Goldstein treated the patient with a topical cream containing 0.05% 
desonide and 1% clotrimazole. Within a few days, the redness and swelling had disappeared, 
leaving skin looking almost normal in the photographs. 

The data presented at the interview demonstrated the unexpected efficacy and lack of side 
effects of one non-halogenated steroidal antiinflammatory, desonide, in combination with an 
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antifungal. Additional data showing the same unexpected efficacy and lack of side effects for 
other members of the claimed class of low to low-mid potency steroidal antiinflammatories is 
submitted in the Declaration under 37 C.F.R. § 1.3 32 by Dr. Goldstein (Appendix). Members of 
the claimed class that have been shown to produce results comparable to a topical cream 
containing 0.05% desonide and 1% clotrimazole are: 

Clotrimazole 1% cream with alciometasone dipropionate 0.05% cream applied twice 

daily: 

Oxieanozole cream 1% with Hydrocortisone cream 2'4% applied twice daily; 
Eeonazoie cream 1 % with fkioeinalone acetonide cream 0.01% applied twice daily; and 
Eeonazoie cream 1% with alciometasone dipropionate 0.05%, applied twice daily. 
The claimed combination is counter-intuitive, 
(t) Rejection under 35 U.S.C, § 112, first paragraph 

Claim 1 complies with the written description requirement, required by 35 U.S.C. § 1 12, 
first paragraph. 

a. ;iMi^M. Standard f or Written Description. 
Both the written description and enablement requirements are defined by 35 U.S.C. § 
1 i 2, fsrst paragraph, which states that the patent specification must contain "a written description 
of the invention, and of the manner and process of making and using it... [such] as to enable any 
person of ordinary skill in the art to which it pertains .. . to make and use the same ., , ,5 The 
purpose of the written description requirement is to prevent a patentee from later asserting that 
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he invented something which he did not. Thus the patentee must "recount his invention in such 
detail that his future claims can be determined to be encompassed within his original creation." 
Cath he. v. Mahwkar, 935 F,2d 1555, 1561, 19 U.S.P.Q.2d 111 1, 11 15 (Fed, Cit 1991), 
b. ^ajysi 

Ii is beiievcd the rejection is in error. The specification clearly supports die use of a 
steroidal anti-inflammatory (hat is of greater potency than 1 wt% hydrocortisone, which is 
explicitly stated to be of little if any benefit. This can be found at page 5, lines 1 3-15. 

There is no requirement for the exact language to be provided in the specification. The 
written requirement, as discussed above, is met if the description conveys to one of skill in the 
art that which is defined by the claim. 

(ii) Rejections Under 35 U.S.C § 1 02 

Claims i -10 and 13-17 were rejected under 35 U.S.C. § 102(a) as disclosed by U. 
S. Patent No. 6,444,647 to Robinson et al ("Robinson"). Claims 1-5, 7-13 and 17 were rejected 
under 35 U.S.C. § 102(b) as disclosed by U. S. Patent No. 6,075,056 to Quigley et ah 
("Quigley"). Claims 1-9. 13. 14, 16 and 17 were rejected under 35 U.S.C. 102(b) as disclosed by 
U. 8. Patent No. 5.686,089 to Mitra elal. ("Mitra"). Claims 1-10 and 17 were rejected under 35 
U.S.C. § 102(b) as disclosed by U. S. Patent No. 5,219,877 lo Shah et aL ("Shah"), 
a- H gj 5 U.S.C. 102 

For a rejection of claims to be properly founded under 35 USC §102, it must be established 
that a prior art reference discloses each and every element of the claims. Hybritech Inc v 
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Monoclonal Antibodies inc\ 231 USPQ 81 (Fed. Or 1986), cert, denied, 480 US 947 (1987); 

Scripps Clinic & Research Found vGenentechlnc, 18USPQ2d 1001 (Fed. Cir, 199!}. The Federal 

Circuit held huWyx IS USPQ2dat 1010: 

Invalidity for anticipation requires thai all of the elements and limitations of the 
claim are found within a single prior art reference. , . There must be no difference 
between the claimed invention and the reference disclosure, as viewed by a person 
of ordinary skill in the field of the invention. (Emphasis added) 

A reference that lads to disclose even one limitation will not he found to anticipate, even if the 
missing limitation could be discoverable through further experimentation. As the Federal Circuit 
held in Scripps. Id. : 

[A ] finding of anticipation requires that ail aspects of the claimed invention were 
already described in a single reference: a finding that is not supportable if it is 
• necessary to prove facts beyond those disclosed in the reference in order to meet the 
c laim lim itations. The role of extrinsic evidence is to educate the decision-maker to 
what ihe reference meant to persons of ordinary skill in the field of the invention, not 
to fill in the gaps in ihe reference. 

In the present case, the examiner has adopted the position that, having the answer in hand, 

that of selecting a narrow class of low to low-medium potency steroidal anti-inflammatory 

compounds, and combining this with an antifungal, the prior art discloses the claimed subject 

matter through its disclosure of all of the steroidal and -inflammatory compounds in combination 
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with an antifungal. T he courts have held, however, that the disclosure of a broad genius does not 
disclose a narrow selection, where that narrow selection has properties that could not be predicted 
from the properties as a whole. The prior art, as discussed in more detail below, does not disclose 
selecting the c laimed class of steroidal anti-inflammatory in combination with an antifungal. The 
proper rejection in a situation such as this was to make an obviousness rejection over the prior art, 
arguing that one of ordinary skill in the art could pick and choose among a variety of prior art 
references to identify examples of the claimed class of anti-iiillammatories and know to combine 
them wUh antifungals. 

This analysis is discussed in detail by the Court of Appeals for the Federal Circuit and its 
predecessor the Court of Claims and Patent Appeals, further noting that this obviousness rejection, 
may be overcome by a showing (see Dr. Goldstein's declaration, discussed below) that the range 
(or selection, as in this case) is critical. 

"in. general, an appellant may overcome a prima facie case of obviousness by establishing 
'that the [claimed] range is critical, generally by showing that, the claimed range 
achieves unexpected results relative to the prior art range.' In re G eisler. 1 1 6 F.3d at 
1469-70. 43 USPQ2djttJ365 (alteration in original) (quoting In re Wood ruff 91 9 F.2d at 
JjTjLJ 6_U SPQ2d a lJ936V'A "showing of unexpected results must be commensurate in 
scope with the claimed range. See In re Greenfield. 571 F,2d 1185. 1 189. 197 USPO 227. 
23Q (CCPA 1978 ? 
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The feet that a claimed compound may be encompassed by a disclosed generic 
formula does not by itself render that -compound obvious hu [on « , I i 347, 350, 
21 U.S. P. Q. 2D (BNA) 144 1, 1 943 (Fed. Cir. 1992) (rejecting Commissioner's argument 
that "regardless how broad, a disclosure of a chemical genus renders obvious any species 
thai happens to fa. II within it"). "[A] reference must be considered not only for what it 
express!) teaches but also foi what it feirl> suggests." In re Bu rckel. 5^2 F.2d i 1 7;. 
1 1 79. 201 U.S.P. O. (B NA ) 67. 70 f CCPA 1979). 

Rejections under 35 USC 102 are proper only when the claimed subject matter is 
identically disclosed or described in "the prior art." Thus, for the instant rejection under 
35 USC 102(e) to have been proper, the Flynn reference must clearly and unequivocally 
disclose the claimed compound or direct those skilled in the art to the compound without 
any need for picking, choosing, and combining various disclosures not direcdy related to 
each other by the teachings of the cited reference. Such picking and choosing may be 
entirely proper in the making of a 103, obviousness rejection, where die appellant must 
be afforded an opportunity to rebut with objective evidence any inference of obviousness 
which may arise from the similarity of the subject matter which lie claims to the prior art. 
but. it has no place in the making of a 102, anticipation rejection. In re Arkley, etal. . 59 
C.C.P.A. 804; 455 F.2d 5S6; 172 I'.S.F.Q. (BNA) 524 (CCPA 1972). 

h. The St" 1 ta ndard to Reb u 1,1 t s\ urdu "y U st I o " 
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As discussed above, the invention is the selection of the class of low to low-mid potency 
steroidal ami-inflammatories that can be used in combination with antifungal medication to treat 
a patient with efficacy but with minimal side effects. 

The examiner has pointed to several references in the cited art where it is noted that ultra- 
high and high potency halogenated or fiuorinated anti-inflammatory steroids cause serious side 
effects, and asserted that this is a leaching towards the claimed selection (despite being irrelevant 
to a novelty analysis). However, the claims are not drawn solely to low to mid-potency anti- 
inflammatory steroids but to the combination of the ami-inflammatories with anti-fungal 
com pounds. T he claimed formulations have two functions, one of which is to treat a fungal 
infection and the other of which is to diminish inflammation. The two act by different 
mechanisms, which may in fact work against each other. Jt is well known that by decreasing 
inflammation, one also decreases the anti-infective capabilities of the body. The data presented 
by Dr. Goldstein establishes that the claimed compositions are both safe and efficacious. No 
where has the examiner pointed to where one of ordinary skill in the art would expect the 
combination of this selection to be safe and efficacious, as opposed to a combination of a low 
potency hydrocortisone and antifungal or a high potency anti-inflammatory and antifungal, 
i ndeed, the only disclosure in the prior art cited by the examiner refers to selection of the anti- 
inflammatory; not to the selection of the antifungal so that the two arc together safe and 
efficacious. 
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It is important to note that the prior art did not recognize that the selection of both the 
anti-inflammatory and the antifungal are required for efficacy. 

A.s Dr. Goldstein's declaration establishes, many of the patients had previously been 
treated with strong anti-biflamnuuories. Counter-intuitively, the stronger anti-inflammatory 
creates more inflammation, not less, and thinning of the skin. The data originally presented at 
the interview demonstrates the unexpected efficacy and lack of side effects of one non- 
halogenated steroidal antiinflammatory, desonide, in combination with an antifungal. Additional 
data showing the same unexpected efficacy and lack of side effects for other members of the 
claimed class of low to low-mid potency steroidal antiinflammatories was submitted in the 
Declaration under 37 C.F.R. § 1.132 by Dr. Goldstein. Members of the claimed class that have 
been shown to produce results comparable to a topical cream containing 0,05% desonide and 1% 
clotrimazole are: 

Clotrimazole 1% cream with aSelometasone dipropionale 0.05% cream applied twice 

daily; 

Oxicanozole cream 1% with Hydrocortisone cream 2!/ 2 % applied twice daily; 
Econazolt* cream 1% with flaocinaiooe acetonide cream 0.01% applied twice daily; and 
This data is comparative data, since the patients were initially treated with high potency 
steroidal anti-inflammatories in combination with antifungal agents. The unexpected efficacy of 
the small class of claimed low and mid-potency steroidal anti-inflammatories in combination 
with an antifungal could not have been predicted in view of the prior art, discussed in more detail 
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below , which, to the extent it provides any teaching other than a "grocery list of compounds'*, 
teaches away from using weaker anti-inflammaiories. 

hlM Sonh 54 F.3d 746. 34 USPQ2d 1684 (Fed. Cir. ! 995) makes clear that such 
evidence must be considered in evaluating the obviousness of a claimed invention. "In arriving 
at its judgment regarding whether the claimed invention would have been obvious, the trial 
court should have given appropriate weight to the evidence of unexpected results" . See also 
SMsfa713F.2a at 1538, 2 18 U.S.P.Q. (BNA) at 879 f it is jurisprudential^ inappropriate to 
disregard any relevant evidence on any issue in any case, patent cases included. Thus evidence 
arising out of the so-called 'secondary considerations' must always when present be considered 
en route to a determination of obviousness."); In re Soni 54 F.3d at 750, 34 U.S.P.Q.2D (BNA) 
at 1687; hire Chit, 66 F.3d 292, 298, 36 U.S.P.Q.2D (BNA) 1089,1094 (Fed. Cir. 1995); In re 
Qetiker. 977 F.2d 1443. 1445, 24 U.SJP.Q.2D (BNA) 1443, 1444 (Fed. Cir. 1992); In re 
PrMeeki- 745 F.2d 1468, 1473-72, 223 U.S.P.Q. (BNA) 785, 7S7 (Fed. Cir. 1984) ("All evidence 
on the question of obviousness must be considered, both that supporting and that rebutting the 
prima facie case."] 

c - L2ir __„v„ Lb is of the Prior Art 
Qmgley 

U.S. Patent No. 6,075,056 to Quigiey et ui discloses the use of steroidal 
antiinflammatories with a wide range of potencies (me col. 2, lines 7-10; col 4, line 55 to col. 5, 
line 51). There is no recognition that the potency of the steroidal antiinflammatory is the cause 
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of the side effects and can be eliminated not by changing the carrier as suggested by Quigley but 
by selecting a narro w class of steroidal antiinflammatories. 
Shah 

U.S. Patent No. 5,219,877 10 Shah et at. describes a ge! formulation for topical 
administration including an imidazole antifungal in combination with a mid-potency steroidal 
antiinflammatory. As described at col. 4, lines 3-16. this class of compounds is not within the 
claimed class of low and low-mid potency steroidal antiinflammatories. 

Mtfra 

U.S. Patent No, 5,686,089 to Mitra et ai describes treatment with a topical formulation to 
treat infections with an antimicrobial agent (col. 3, lines 1-49) which can include an 
antiinflammatory (col. 6, line 65 to col. 7, line 28). There is no teaching of the claimed class of 
low and low-mid potency steroidal anti-inflammatories, the problems with treatment with mid 
and high potency antiinflammatories, nor that one should select low or low-mid potency steroidal 
antiinflammatories. 

Robinson 

U.S. patent No. 6,444.647 to Robinson, et al. describes a skin care composition 
containing, as active ingredients, a vitamin B3 compound, farnesol, phytantrio! or mixtures 
thereof, and a carrier. There is nothing teaching one to select low to low-mid potency steroidal 
antiinflammatories for treatment of skin conditions. 
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Summary 

Claims 1-17 

These is no teaching in the prior art that one should select low to low-mid potency 
steroidal anti-infiammaiories in combination with anti-fungals to avoid side effects and have 
efficacy. Accordingly, all of claims 1-1 1, which require the selection of this combination, are 

novel. 

Cj;!.ifns. : [ : (> 

None of the prior art leaches the specific combination of desonide and clotrimazole. 
Accordingly, claims 4-6 are novel. 
Clai ms 1 1 and 12 

None of the prior an teach the specific formulations of claims ] 1 and 12. Accordingly, 
claims 1 1 and 12 are novel. 
Claims 14-16 

None of the cited art teach applying the specific combination of claims 1-13 or 1 7 in a 
thin layer two times a day. Accordingly, claims 1446 are novel, 
(iv) Rejections Under 35 U.S.C. § 103 

Claim 15 is non-obvious as required by 35 U.S.C. § 103 over U.S. Patent No. 5,686,089 
to Mitra Claims 1-14, 16 and 1 7 are also non-obvious as required by 35 U.S.C. 103. 
a. Legal Standard 
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References relied upon to support a rejection under 35 LLS.C. § 103 must provide an 
enabling disclosure, i.e., "(hey must place the claimed invention in the possession of the public, " 
Application of Payne, 606 F.2d 303, 314, 203 U.S.P.Q. 245 (C.C.P.A. 1979); see Becfomm 
Instruments, inc. v. 1KB BrodukierAB, 892 F.2d 1547, !3U.S.P.Q.2d 1301 (Fed. Cir. 1989). A 
publication that is insufficient as a mailer of law to constitute an enabling reference may still be 
relied upon, but only for what it discloses. See Reading & Bates Constr. Co. v. Baker Energy 
Resources Corp., 748 F.2d 645, 651-652, 223 U.S.P.Q. 1 168 (Fed. Cir. 1984); Symbol 
lechriologies. Inc. v. Optiean. Inc., 935 F.2d :1 569 (Fed.. Cir. 3991). 

"Focusing on the obviousness of substitutions and differences, instead of on the invention 
as a whole, is a legally improper way to simplify the often difficult determination of 
obviousness/' Gillette Co. v. S.C. Johnson & Sons, Inc., 919 F.2d 720. 724, 16 U.S.P.Q,2d 1923 
(Fed. Cir. 1990): see Hybritech Inc. v. Monoclonal Antibodies, Inc., 802 F.2d 1367, 1383,231 
U.S.P.Q. 81, 93 (Fed. Cir. 1986). "One cannot use hindsight reconstruction to pick and choose 
among isolated disclosures on the prior art to deprecate the claimed invention." In re Fine. 837 
F.2d 1073. 1075 (Fed. Cir, 1988). 

The prior an must provide one of ordinary skill in the art with the motivation to make the 
proposed modifications needed to arrive at the claimed invention. See In re Geiger , 8 3 5 P.2d 
686. 2 U.S.P.Q.2d 1276 (Fed. Cir. 1987); In re Lain and Foulletier, 747 F.2d 703. 705. 223 
U.S.P.Q. 1257. 1258 (Fed. Cir. 1984). Claims for an invention are not prima facie obvious if the 
primary references do not suggest all elements of the claimed invention and the prior art does not 
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suggest the modifications that would bring the primary references into conformity with the 
application claims, in re Fritch, 23 I i.S.P.Q.2d, 1780 (Fed. Cir. 1992), hi re LaskowskL 871 
F.2d 11: (Fed. C it 1989). This is not possible when die claimed invention achieves more than 
what airy or ail of the prior art references allegedly suggest, expressly or by reasonable 
implication, 

Obviousness is determined as follows. "A proper analysis under § 103 requires, infer 
alia, consideration of two factors: (!) whether the prior art would have suggested to those of 
ordinary skill in the art that they should make the claimed composition or device, or carry out the 
claimed process; and (2) whether the prior art would also have revealed that in so making or 
carrying out, those of ordinary skill would have a reasonable expectation of success." Noelie v. 
Lederman, 355 F,3d 1343, 69 USPQ2d 1508 (Fed. Cir, 2004) Both a suggestion to make a 
claimed composition or process and a reasonable expectation of success must be founded in the 
prior art, not in the appellant's disclosure. Veiander v. Gamer, 348 F.3d 1359, 68 USPQ2d 1769 
(Fed. Cir. 2003); we also In re Dow Oiem. Co., 837 F.2d 469. 473 (Fed. Cir. 1988). 
Analy sis 

I he prior art is discuss above. The legal basis for making a rejection under 35 U.S.C. 
103 is also discussed, as is the requirement that the examiner must take into consideration the 
evidence of non-obviousness. The prior art does not teach the selection of the class of low and 
w\\ -mid potency steroidal ami-inflammatories in combination with an antifungal. The prior art 
does not recognize that the combination of a stronger steroidai-anti-inrlammalory with an 

ID 
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antifungal is ineffective to treat the fungal disease, while causing side effects due to the strength 
of the steroidal anti-inflammatory. The evidence submitted by the appellant makes clear that 
surprisingly, and based on many years of evidence achieved only through trial and error and 
direct patient treatment and observation, could one determine that this specific class of 
compositions would be effective. T his evidence covers a wide range of both the low and low- 
mid potency steroidal ami-inflammatories and antifungals. The examiner has provided no 
argument, nor indeed has he ever addressed, this evidence. Absent evidence to the contrary, 
deference must be given to the appellant. Accordingly, all of claims 1-17 are novel and non- 
obvious. 

(8) SUMMARY AND CONCLUSION 

In summary, appellant has demonstrated that the claimed combination unexpectedly 
provides efficacy and safety, which is neither disclosed by. nor recognized or suggested in the 
prior art. Allowance of all claims 1-1 7 is earnestly solicited. 

Respectfully submitted, 



/Patrea L. Pabst/ 
Patrea L. Pabst 
Reg. No. 31,284 

Date: September 1, 2006 

PABS I PATENT GROUP LLP 

400 Colony Square, Suite 1200 

120! Peachtree Street 

Atlanta, Georgia 30361 

(404)879-2151 

(404) 879-2160 (Facsimile) 
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APPENDIX: CLAIMS 

1 . (previous!)' presented) A topical antifungal composition comprising: 

a.) a therapeutically effective amount of an antifungal compound for treating a fungal 
disease or a pharmaceutical ly acceptable salt thereof; and 

b) a therapeutically effective amount of a low to low-medium potency steroidal anti- 
inflammatory causing minimal skin atrophy, striae and hypopigmentalion, in a concentration 
between 0.01 wt% and 5.0 wt%, and having a higher potency than 1 wt% hydrocortisone. 

2. (previously presented) The antifungal composition of claim I wherein the 
steroidal anti-inflammatory has the following structure: 

CH 2 OR 3 




wherein ]<,. R 2 , R„ and R taken independently can be H, Cl-ClOalkyl, CI -C10 alkenyl. C3- 

C10 cycloalkyl, and phenyl groups; R, and R 2 taken together can be C3-C10 cycloalkyl; and R 3 

and R, taken independently can be Ik CI -C10 alkyl. CI -C10 alkenyl. C3-CI0 cycloalkyl. 

phenyl C7-C10 phenylalkyl, carboxyiate, sidfonyi., phosphoryh and phosphonyi groups. 
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3. (previously presented) The composition of claim 1 wherein Ri, FU R. ? , and R 4 
groups are independently H. ClU, ethyl, propyl, phenyl, and phenylmelhyi groups. 

4. (previously presented) The composition of claim 2 wherein the steroidal anti- 
inflammatory is desomde and the antifungal compound is clotrimazole. 

5. (original) The composition of claim 4 containing 0.01 wt % to 5.0% wt % 
desonkle. 

6. (original) The composition of claim 5 containing 0. 1 wt % to 5 wt % 

clotrimazole. 

7. (previously presented) The composition of claim 1 wherein the steroidal anti- 
inflammatory is selected from the group consisting of Fluocinolone aeetonide. Hydrocortisone 
valerate. Hydrocortisone bulyrate, Aiclometasone dipropionate, Desoni.de, and hydrocortisone 

probuUite, 

8. (original ) The composition of claim 1 wherein the antifungal is selected from the 
group consisting of polyene type antifungal agents and azoic type antifungal agents. 

9. (original) The composition of claim 8 wherein the antifungal is selected from the 
group consisting of Amphotericin B, Nystatin, Flucytosin, Natamycin. Ketoconazole, 
Feonoazole, Miconazole, Itraconazole, fluconazole, Econazole, Clotrimazole, Griseofulvin, 
Oxiconazole, Terconazole, Tioconazole, Clotrimazole, Silver Sulfadiazine. Ciclopirox olaminc, 
and Terbinaiine. 
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1 0. (original.) The composition of claim I , wherein the composition is formulated as 
a cream, ointment, gel lotion, foam, powder, aerosol, spray, shampoo, or liquid solution. 

1 I . (original) The composition of claim 10 having a pH of about 3.5 to about 7.0 
further comprising: at least one solvent, at least one emollient, at least one humectant, at least 
one preservative, and at least one emulsifier; and optionally including an acid, base, or buffering 
agent to adjust the pi i. 

12. (original) T he composition of claim 1 1, wherein the solvent is selected from the 
group consisting of propylene glycol, huiyiene glycol, hexylene glycol, polyethylene glycols, 
polypropylene glycols, and polyurethane compounds; the emollient is selected from the group 
consisting of white petrolatum, mineral oil propylene glycol dieaprylate, lower fatty acid esters 
and lower alky! ethers of propylene glycol, cetyi alcohol, cetostearyl alcohol, stearyl alcohol, 
stearic acid, cetyi esters wax, spermaceti wax, and white wax; the humectant is selected from the 
group consisting of glycerin and sorbitol; and the emulsifier is selected from the group consisting 
of glyceryl monostearate, glyceryl monoleate, stearic acid, polyoxyethylene cetyi ether, 
polyoxyethylene cetostearyl ether, polyoxyethylene stearyl ether, and polyethylene glycol 
stearale; wherein the optional acid is selected from the group consisting of hydrochloric acid and 
phosphoric acid, the optional base is chosen from diethanolamine, triethanolamme. and sodium 
hydroxide, the optional buffering agent is chosen from monobasic sodium phosphate and dibasic 
sodium phosphate, and the preservative is chosen from benzyl alcohol, sodium benzoate and 
parabens. 
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13. (original) The composition of claim 1 wherein the antifungal is in an amount 
effective to treat fungal disease selected from the group consisting of tinea pedis, tinea capitis, 
tinea corporis., tinea versicolor, scalp disorders, tinea cruris, and candidiasis. 

14. (previously presented) A method of treating a fungal disease comprising 
administering to a subject in need of treatment the composition of any of claim 1-13 or 17, with a. 
thin application of the composition two times per day to the affected areas. 

15. (original) The method of claim 14 wherein the subject is a child of under 10 years 

old, 

16. (original) The method of claim 14 wherein the fungal disease is selected from the 
group consisti ng of tinea pedis, tinea capitis, tinea corporis, tinea versicolor, scalp disorders, 
tinea cruris, and candidiasis. 

IX. (previously presented) The composition of claim I wherein the steroidal, 
ami inflammatory is not halogenated. 
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Declaration under 37 C.F.R. § 1.132 by Dr. Goldstein 
National Psoriasis - Potencies of Topical Steroids 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Applicant: Jay A, Goldstein, Michael Rothman, and Whe-Yong Lo 

Serial No.: 10/691,928 Art Unit: 1616 

Filed: October 23, 2003 Examiner: David Paul Stxteei 

For: ANTIFUNGAL FORMULATIONS 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 223 13-1450 

DECLARATION UNDER 37 CF.R. § 1.132 

Sir: 

1, Jay A. Goldstein, hereby declare that: 

h I am a co-inventor of the above-identified application . T have been a licensed 
physician .since July 1973. I began my medical career as an Emergency Physician, and practiced 
this specialty for "four years. In September of 1977, 1 started training in Dermatology, and 
became a fully trained Board Certified Dermatologist in November of 1 980. My CV is attached. 

2. During my long medical career, both as an Emergency Physician, and as a 
Dermatologist, I have found mat rashes, and particularly inflammatory tinea (ringworm) were a 
particularly common and often stubborn problem to treat. Such rashes respond to topical anti- 
fungals, but in a very slow fashion. It can take up to 4-6 weeks for these rashes to clear and for 
the patient to be symptom free. Even as the rash fades, the patient is stili often bothered by 
intense, unremitting itching, burning and discomfort. There was, and is a product, Lotrisone, 
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which was developed to both treat the tinea, 85 well as the accompanying inflammation and 
Itching, which were often the main reasons that the patient sought medical attention. Lotrisone 
was a combination of anti-fungal clotrimazole with a high potency corticosteroid, betamethasone 
dipropionatc. This drug was effective in clearing the tinea, as well as rapidly decreasing the 
itching, which without the steroid, would normally last up to several weeks, "with Lotrisone, 
however, the itching component would often disappear within days, making the patient more 
comfortable. The problem with Lotrisone, however, was that the sterol was too potent to be 
used safely on thin skinned area of the body, and thus often caused stretch marks, thinning of the 
skin, as well as other changes. 

3. Because of my many years of experience both as an Emergency Room Physician, and 
as a Dermatologist, I saw the need for a preparation which would address both the fungal 
infection, as well as the intense itching and inflammation associated with the fungal infection. 
While others thought that perhaps slightly lower potency or even higher potency sieroids would 
be acceptable, 1 felt that any steroid other than those safe for use on the face and other thin 
skinned area would not be appropriate. Of course, there was the risk that lower potency steroids 
would not be effective. I began using anti-fungal preparations in conjunction with low potency 
topical steroids on my patients with inflammatory tinea, and. found that in fact such preparations 
were both safe andeffeetive. They shortened the time to clearing of the fungus, and they 
dramatically decreased the symptoms of redness and especially itching, it would have been 
unethical to compare the type of products that 1 used with compounds using stronger, more 
potent steroids, as there would be the real risk of major untoward side effects. 
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4. 1 have developed a formulation that rapidly clears both their fungus, and their 

associated .symptoms of itching and inflammation. This is further demonstrated by studies 

conducted using topical compositions containing a combination of an antifungal agent in 

combination with a low to mid potency anti-inflammatory steroid in the treatment of fungal 

diseases and their related inflammation, especially for conditions such as tinea cruris, 

intertriginous dermatitis, and tinea corporis. 

5. Case Report 

Patient: OS, 74 y.o, White male 

History of Present Illness: Long standing recurrent tinea cruris of inguinal folds, 
Initial Treatment : None 

Physical Exam ination : Eiythcma with scale in inguinal folds. 

SSagflfigjs: Tinea Cruris 

Treatment: Clotrimazole 1% cream with alelometasone dipropionate 0,05% cream applied twice 
daily. 

Rejuhs: Complete dealing after several weeks of usage. 

6. Case Report 
Patient: B.T. 72 y.o. White female 

History of PrcsenLljlness: Several days of pruritic inflamed eruption beneath right breast. 
Prior Treatment None 

Physical fixammajjun: Erythematous dermatitis beneath right breast. 
Diagnosis: lntertriginOus Dermatitis. 
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Xreatment: Oxicanozole cream 1% with Hydrocortisone cream 2YM applied twice daily. 
Results: Marked clearing at seven days. 

7. Case Report 
Patient: D.E. 52 y.o. White male. 

Hislory_of Present jjjgggg: Two months of very pniritic eruption beginning on left foot, 
spreading to right hand. 
initial Trea tment: None 

Ej.lYiikal Examination: Well-defined, annular, scaly, erythematous, inflamed eruption on dorsum 
surface left foot, with similar plaque on right hand. 
Diagnosis : Tinea Corporis 

Treatment: Eeonazole cream 1% with fluocmalone acctonide cream 0.01 % applied twice daily. 
Results: Marked decrease of pruritus within 3 days. Eruption essentially cleared at 3 weeks. 

8, Case Report 

Patient : MB. 61 y.o. White male 

History oCPr^nilHngss: Eruption oflower legs of several months duration. Known history of 
"tinea," 

Prior T r eatment : None 

physical Examfoatlon: Plaques of annular dermatitis oflower legs, right greater man left 3 0 
toenail onychomycosis. 

Diagnosis : Tkca corporis, with tinea pedis and onychomycosis, 
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! reaEniem I conazole t ream j% mth alcJometasone dipropionatc 0 05%. applied twice daih . 
SMMlis: Marked clearing at 3 weeks, but with some residual edematous changes siiii present. 

9. Case Report 
JM£D.k R3. 62 -year old white male. 

nisjorXi.iJlro^nxHhi^:. Eruption began on right lower leg in mid- August. No response to 
topical steroids. 

i^B ca i aminati n Raised annular eruption on right lower leg. 

Labomorv. Biopsy on September 26, 2005 revealed hypersensitivity reaction. 

Milt»3!i;i!jj^Ufne.nt. High potency steroids again prescribed without effect. 

Adfftfraial I&bt^ry T^j. Special stains revealed Inflammatory tinea, 

Treatment : Application twice daily of desonide cream and clotrimazole cream together resulted 

in essentially complete clearing within two weeks. 

10. to. summary, oxicanozole cream 1% with hydrocortisone cream 2Yz% applied twice 
daily and econazole cream 1% with lluouinalone acetonide cream 0.01% applied twice daily 
resulted in marked clearing of pruritus and the eruption at 3 weeks. Clotrimazole 1% cream with 
acaimctasonc dipropionatc 0.05% cream applied twice daily was effective in completely clearing 
long standing recurrent tinea cruris, after several weeks of usage. Econazole cream 1% with 
alcicmetasone dipropionatc 0.05% applied twice daily resulted in marked clearing of eruption in 
a patient with a history of tinea. 

1 1 . The compositions used in the examples above have advantages over other 
compositions which contain very potent steroids such as betamethasone and dexamethasone 
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(see Goodman arid Oilman's The Pharmacological Basis of Therapeutics, 9 m edition, 1996, 
pi 466, attached) associated with severe side effects. It is undesirable to use mid-potency or 
higher potency steroids for topical treatment for extended periods of time because of associated 
risks. The compositions exemplified above employ low potency, Class 6 steroids (see attached 
potency chart of steroids listed by die National Psoriasis Foundation), i.e. fluocinalone acetonide, 
alclamelasone dipropionale» desonidc, and hydrocortisone 2 V 2 %. Other commercialized products 
have utilized only 1% hydrocortisone, which is too low in potency to have significant anti- 
inflammatory properties. We utilise prescription strength steroids that are safe for all parts of the 
skin, arc safe for extended periods of use, but have superior potency as compared to OTC 
products. 
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12. 1 declare that all statements made herein of my own knowledge and belief arc true 

and thai alt statements made on information and belief are believed to be true, and further, that 

the statements arc made with the knowledge that willful false statements are punishable by fine 

or imprisonment, or both, under section 1001 of Title 18 of the United States Code, and that such 

willful false statements may jeopardize the validity of the application or any patent issuing 

thereon, 





Jay A. Goldstein 
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Corticosteroids are grouped according to their relative 
potencies in Na ! ' retention, effects on carbohydrate 
■Msr. t,c he]Utk J.p>.',on f imogu and 
lL wuhk m, and antiinflammatory effects, in 
general, potencies of steroids as judged by their ability to 
sustain life in the adrenaJectoroized animal closely parallel 
those determined for N.r retention. Potencies based on 
effects on glucose metabolism closely parallel those for 
antiinflammatory effects. The effects on Na+ retention 
and the carbohydratc/antii nfiammatory actions are not 
closely related. Based on these differential potencies, 
tin oOi, Jlv! nuh tddmmdh n. dmdeJ wiv 
1 - •' nd ciucMeiafcoids estimate, of 

•potencies or representative steroids in these actions are 
haled in Tabic 59-2. it should be kept \ n m \ad, however, 
that a number of steroids that arc predominantly classified 
as glucocorticoids, such as Cortisol and prednisone, also 
possess modes; but significant mineratocortiooid activity. 
Clinically significant changes in fluid and electrolyte 
handling can esu.lt fron the mineralocorticoid effects 
of these "glucocorticoids." In contrast, aldosterone is 
exceedingly potent with respect to Na + retention but 
has only modest potency for effects on carbohydrate 
metabolism. At normal rales of secretion by die adrenal 
cortex or in doses thai maximally affect electrolyte balance, 
aldosterone has no significant glucocorticoid activity and 
thus acts as a pare niioerakscorticoid. 

General Mechanisms for Corticosteroid Effects. Cor- 
ti asteroid; interact with specific receptor protein urn r 



get tissues to regulate the expression of corticoste(oid-re- 
xponsive genes, thereby changing the levels and array of 
proteins synthesized by the various target tissues (see Fig- 
ure 59-5). As a consequence of the time required for 
changes in gene expression and protein synthesis, most 
effects of corticosteroids are not immediate, but become 
apparent after several hours. This fact is of clinical sig- 
nificance, because a delay generally is seen before bene- 
ficial effects of corticosteroid therapy become manifest. 
Although corticosteroids predominantly act to increase ex- 
pression of target genes, there are well-documented ex- 
amples where glucocorticoids decrease transcription of 
target genes, as discussed below. In contrast to these »e- 
noniic effects, recent studies have raised the possibility 
that some actions of corticosteroids are immediate and are 
mediated by membrane-bound receptors (Welding, 1901). 

Through rlie use of molecular biologic approaches, the reccp- 
lors for lire corticosteroid hormones have been cloned and their stroc • 
tares determined. These receptors are members of a superfemily of 
structurally related proteins, tit* nuclear receptors, thai transduce the 
effects of a diverse array of small, hydrophobic lisands. meludirj.. 
the steroid hormones, thyroid hormone-, vitamin D. and retinoids 
(Mangclsdorf a «/,, 1994). These- receptors share two highlv con- 
served domains: a region of approximately 70 amino acids fonning 
two biwhm. dom^s, a..:,. -.J jh!:yr>. thai ,uc essential [<•■ 
the interaction of the receptor with specific DMA .sequences, and a 
region at the carboxy terminus that interacts will, Jigand (the Hgand- 
brndtng domain). Removal of the ligand binding domain front the 



ortiooid receptor leads U 



s constitutive activation (i.t 



ration in the absence of ligandj, suggesting that the glucocorticoids 
activate their receptor by relieving ««: inhibitory influence of the car- 
boxy-terminal region. 



Table 59-2 

Relative Potenci es and Equ ivalent Doses of Representative Corticosteroids 



CDMPQtpp 

Cortisol 

Cortisone 

Fludrocortisone 

Prednisone 

Prednisolone 

6 O'-met by ipre d n isol one 

'.ffiarociiioioiie 

Beiametha > 



Dexa 



t b 



ANTI- 
INFLAMMATORY 
POTENCY 



0.8 

10 
4 
4 

.5 
5 
25 
25 



•NSL ^ ~R Si'I'Al N!NG 
POTENCY 



125 

0.8 
0.8 
0,5 



DORATfO.N OF 
ACTION* 

s 
s 
s 
I 
1 
I 
I 

L 
L 



EQUIVALENT 

oust- mg 



25 



' S, short (t,i . . 

Thcsc dosc «lat!o.whips apply only to oral or intravenooi adimoistraiio 

intraarticular administratis;. 
Ttm agent j» net used far fc iuu.iconicotd infects. 



5 

5 
4 
:4- 
0.75 
0.75 
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OUR MISSION i: 



Topical steroids 

Potencies of topical steroids 



Topical steroid medications come in various strengths, ranging from very strong or superooietT ( 
very weak, or least potent (Class 7). Once a person has stopr cd resp , 0 ,d or a , a 

stiengdi or , : t i ,< ^ uivikeiy he 0 r she wll respond to any brand of sl o.-o=ri at an t <« u *\ or tow 
unless an extended period of time has elapsed. The potency chart below provides the octe , . ■ 
of stero.d medications used to treat psoriasis. 

^ nr 8 '^ h< Tt Srr h KJef ' ■ s,ero ' <J \ {hs more effective it is in clearing psoriasis, but the risk of sid 
' 1 ' ' ' 1 n. ot a sterau m< sica ion car; a >o influf n c h > mu. h rued 

- t: !'^ < ! « bteroids come in a vaHety of bases, such as r-'*?rns. orients qeis spio 

solutions, lotions, foam and tape. 

Potency chart 

The following potency chart categorizes brand-name topical steroid medications along with the n 
corresponding generic drug. The list positions these medications according to their potency The 
he comprehensive. 



BRAND NAME 


GENERIC NAME 


CLASS 1 - Superpotent 


□obex Lotion, 0.05% 


Ciobetasol propionate 


Cormax Cream/Solution, 0,05% 


Ciobetasoi propionate 


Diproiene Gel/Ointment, 0.05% 


Betamethasone drpropionate 


Ofux Foam, 0.05% 


Ciobetasol propionate 


Psorcon Ointment. 0 05% 


Difiorasone diacetate 


Temovate Cream/Ointment/Solution, 0.05% 


Ciobetasol propionate 


Ultravaie Cream/Ointment, 0.05% 


Hafobetaso! propionate 


CLASS 2 - Potent 


Cycfocort Ointment, 0.1% 


Amcinonide 


Diproiene Cream AF, 0.05% 


Setamefhasone dipropionate 


Diprosorie Ointment, 0.05% 


Betamethasone dipropionate 


Eiocon Ointment, 0.1% 


Momefasone furoate 


Florone Ointment, 0.05% 


Difiorasone diacetate 


Kaiog Ointment/Cream, 0.1% 


Haicinonide 
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Udex Cream/Gel/Oiniment, 0.05% 


Ffuocinonide 


Maxiffor Ointment, 0.05% 


Difiorasone d;acetate 


Maxivate Ointment. 0 05% 


Betamethasone dipropionate 


Psorcon Cream 0.05% 


Difiorasone diacetate 


Toptcort Cream/Ointment, 0.25% 


Desoximetascne 


Topicon Gel. 0.05% 


Desoximetasone 


CLASS 3 - Upper Mid-Strength 


Arisiocort A Ointment, 0,1% 


Triamcinolone acetonide 


Cutivate Ointment. 0.005% 


Fluticasone propionate 


Cyclocori Cream/Lotion, 0.1% 


Amcinonide 


Oiptosone Cream, 0.05% 


Betamethasone dipropionate 


Florone Cream, 0.05% 


Difiorasone diacetate 


Lidex-E Cream, 0.05% 


Fiuocinonide 


Luxiq Foam, 0.12% 


Betamethasone valerate 


Maxiflor Cream. 0.05% 


Difiorasone diacetate 


Maxivate Cream/Lotion, 0.05% 


Betamethasone dipropionate 


Topicort Cream, 0.05% 


Desoximetascne 


Vatisone Ointment, 0.1% 


Betamethasone valerate 


CLASS 4 - Mid-Strength 


Aristocort Cream, 0.1% 


Triamcinolone acetonide 


Cordran Ointment, 0.05% 


Flurandrenolide 


Derma-Smoothe/FS Oil, 0.01% 


Ffuocinofone acetonide 


Elocon Cream, 0.1% 


Mometasone furcate 


Kenalog Cream/Ointment/Spray, 0.1% 


Triamcinolone acetonide 


Synaiar Ointment. 0.025% 


Fiuocinolone acetonide 


Uticorf Gel. 0.025% 


Betamethasone benzoate 


Westcort Ointment, 0 2% 


Hydrocortisone valerate 


CLASS 5 - Lower Mid-Strength 


Cordran Cream/Lotion/Tape, 0.06% 


Flurandrenolide 


Cutivate Cream. 0.05% 


Fluticasone propionate 


DermAtop Cream, 0.1% 


p redn;carbate 


DesOwen Ointment, 0.05% 


Desonide 


Dfpjosone Lotion, 0,05% 


3etamethasone dipropionate 


Kenalog La! ion, 0.1% 


triamcinolone acetonide 


Locoici Cream. 0.1% 


iydrocortisone butyraie 
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Pandel Cream 0.1% 


Hydrocortisone probutate - 


Synalar Cream, 0.025% 


Ffuocinoione acefomde 


Uticorl Cream/Lo'ion, 0.025% 


Betamethasone benzoate 


Valisone Cream/Ointment, 0.1% 


Betamethasone valerate 


Wesicort Cream, 0.2% 


Hydrocortisone valerate 


CLASS 8 - MilcS 


Aciovate Cream/Ointment, 0.05% 


Atclometasone dipropionaie 


DesOwen Cream, 0,05% 


Oesonide 


Synaiar Cream/Solution, 0.01% 


Fluocinofone aceionide ,/ 


Tridesiton Cream, 0.05% 


Oesonide 


Valisone Lotion. 0. 1 % 


Betamethasone valerate 


CLASS 7 - Least Potent 


1 opicals vvtth hydrocortisone. dexamelhasone, methylprednisolone and prednisolone 



Related links 

Topical, steroids 
interna! use of steroids 
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APPENDIX: RELATED PROCEEDINGS 

There are no related proceedings. 
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